SUPPCORTI NG STATEMENT
Prescription Drug Marketing Act of 1987
Adm ni strative Procedures, Policies, and Requi renents-Final Rule
21 CFR Part 203

Justification
1. G rcunstances of Information Coll ection

The Food and Drug Administration (FDA) is requesting OVB approval
under the Paperwork Reduction Act (44 USC 35) for the reporting
and recordkeepi ng requirenents contained in the regul ati ons

i npl enenting the Prescription Drug Marketing Act of 1987 (PDVA)
(Pub. L. 100-293). PDVA was intended to ensure that drug
products purchased by consuners are safe and effective and to
avoi d an unacceptable risk that counterfeit, adulterated,

m sbranded, subpotent, or expired drugs are sold.

PDVA was enacted by Congress because there were insufficient
safeguards in the drug distribution systemto prevent the
introduction and retail sale of substandard, ineffective, or
counterfeit drugs, and that a whol esal e drug diversion subnarket
had devel oped that prevented effective control over the true
sources of drugs.

Congress found that |arge anounts of drugs had been reinported
into the United States as Anerican goods returned causing a
health and safety risk to Anerican consuners because the drugs
may becone subpotent or adulterated during foreign handling and
shi pping. Congress al so found that a ready market for
prescription drug reinports had been the catal yst for a
continuing series of frauds agai nst American nmanufacturers and
had provided the cover for the inportation of foreign counterfeit
dr ugs.

Congress al so determ ned that the system of providing drug
sanpl es to physicians through manufacturers' representatives had
resulted in the sale to consuners of m sbranded, expired, and
adul terated pharnaceuti cal s.

The bul k resal e of bel ow whol esal e priced prescription drugs by
health care entities for ultinate sale at retail also helped to
fuel the diversion market and was an unfair form of conpetition
to whol esalers and retailers who had to pay otherw se prevailing
mar ket prices.



FDA is requesting OVB approval for the follow ng reporting and
recor dkeepi ng requirenents:

REPORTI NG REQUI REMENTS

21 CFR 203.11 Applications for reinportation
to provi de energency nedica
care.

21 CFR 203.30(a)(1),(b) Drug sanpl e requests (drug

sanpl es distributed by mail or
common carrier).

21 CFR 203.30(a)(3),(a)(4),(c) Drug sanple receipts (receipts
for drug sanples distributed
by mail or common carrier).

21 CFR 203.31(a)(1),(b) Drug sanpl e requests (drug
sanpl es distributed by neans
other than the mail or a
common carrier).

21 CFR 203.31(a)(3),(a)(4),(c) Drug sanpl e receipts (drug
sanpl es distributed by neans
other than the mail or a
common carrier).

21 CFR 203.37(a) | nvestigation of falsification
of drug sanpl e records.

21 CFR 203. 37(b) | nvestigation of a significant
| oss or known theft of drug
sanpl es.

21 CFR 203.37(c) Notification that a

representative has been
convi cted of certain offenses
i nvol vi ng drug sanpl es.

21 CFR 203.37(d) Notification of the individual
responsi bl e for responding to
a request for information
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about drug sanpl es.

Printing lot or control
nunbers on the drug sanple
unit | abel.

Preparation by a charitable
institution of a
reconciliation report for
donat ed drug sanpl es.

Drug origin statenent.

RECORDKEEPI NG REQUI REMENTS

23(a), (b)

23(c)

30(a) (2)
203. 31(a) (2)

31(d) (1), (d)(2)

31(d) (4)

31(e)

Credit nenp for returned
dr ugs.

Docunent ati on of proper
storage, handling, and
shi ppi ng conditions for
returned drugs.

Verification that a
practitioner requesting a drug
sanple is |licensed or

aut horized to prescribe the

pr oduct .

Contents of the inventory
record and reconciliation
report required for drug
sanpl es distributed by
representatives.

| nvesti gati on of apparent

di screpanci es and significant
| osses reveal ed through the
reconciliation report.

Li sts of nmanufacturers' and
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di stributors' representatives.

Witten policies and
procedures descri bing
adm ni strative systens.

Report of investigation of
fal sification of drug sanple
records.

Report of investigation of
significant | oss or known
theft of drug sanpl es.

Records of drug sanple
distribution identifying | ot
or control nunbers of sanples
di stri but ed.

Records of drug sanpl es
destroyed or returned by a
charitable institution.

Record of drug sanpl es donated
to a charitable institution.

Records of donati on and

di stribution or other

di sposition of donated drug
sanpl es.

| nventory and reconciliation
of drug sanples donated to
charitable institutions.
Drug origin statenent.

Retention of drug origin
statenent for 3 years.

Li st of authorized
distributors of record.



The reporting and recordkeeping requirenents in the final
regul ations are intended to help achieve the foll ow ng goals:

(1) To ban the reinportation of prescription drugs produced in
the United States, except when reinported by the manufacturer or
under FDA aut horization for energency nedical care;

(2) To ban the sale, purchase, or trade, or the offer to sell,
purchase, or trade, of any drug sanpl e;

(3) Tolimt the distribution of drug sanples to practitioners
Iicensed or authorized to prescribe such drugs or to pharmnacies
of hospitals or other health care entities at the request of a

I icensed or authorized practitioner;

(4) To require licensed or authorized practitioners to request
sanples in witing;

(5) To nmandate storage, handling, and recordkeepi ng requirenents
for drug sanpl es;

(6) To prohibit, with certain exceptions, the sale, purchase, or
trade of, or the offer to sell, purchase, or trade, prescription
drugs that were purchased by hospitals or other health care
entities, or which were donated or supplied at a reduced price to
a charitabl e organization

(7) To require unauthorized whol esale distributors to provide,
prior to the whol esale distribution of a prescription drug to
anot her whol esal e distributor or retail pharmacy, a statenent

i dentifying each prior sale, purchase, or trade of the drug.

3. Use of Inproved |Infornmation Technol ogy

The final rule incorporates part 11 of the agency's regul ations
and permts the use of electronic records, electronic signatures,
and handwitten signatures executed to electronic records (either
al one or in conbination with paper records) to create and

mai ntain required records and signatures. An electronic record
is any conbination of text, graphics, data, audio, pictorial, or
other information representation in digital formthat is created,
mai nt ai ned, archived, retrieved, or distributed by a conputer
system Use of photographic records and el ectrographic records,
such as records maintained on mcrofilm mcrocard, mcrofiche,
and xerographic copies, is also permtted under the final rule.
The agency believes that the use of these types of nedia wll
provide industry with a high degree of flexibility in designing
recordkeepi ng systens that use of such systenms will result in
greater efficiency and | ower costs for industry than paper based
syst ens.



4. Efforts to ldentify Duplication

The information collection required as a result of 21 CFR 203
does not duplicate any other information collection. The
requirenents are specifically mandated by the Prescription Drug
Mar keti ng Act of 1987.

5. | nvol vement of Small Entities

In devel oping the final rule, the agency took several steps to

m nimze the econonmi c inpact on small entities. The agency
reduced or elimnated several of the requirenents under the
proposed rule. Under the proposal, the inventory of drug sanples
hel d by sales representatives woul d be conducted by an executive
other than the representative or the inmedi ate supervi sor.
Comment s enphasi zed the costliness of this requirenent,
indicating it was tine consum ng and entailed travel expenses to
regional sales offices. 1In response to these comments, the final
rule all ows sal es representatives and their supervisory personnel
to conduct the inventory and reconciliation functions. Also, in
response to comrents on the proposal, FDA reduced the

adm ni strative burden associated with the donation of
prescription drug sanples to charity. Furthernore, FDA found it
unnecessarily burdensone to require that |lot or control nunbers
appear on drug sanple records, receipts, and reconciliation
reports, as proposed. Therefore, the final rule adds flexibility
by allowi ng the recording of |ot or control nunbers on other
types of records. Also, in response to comments, the agency is
al l owi ng the use of adhesive stickers on retail units to
designate a sanple unit as a sanple. The final rule reduces the
drug sanple record retention period, which was proposed as 3
years fromthe sanple expiration date. The agency deci ded t hat
retention of drug sanple records for 3 years fromthe date of
their creation is sufficient for recall facilitation and proper
accountability over sanple distribution. The agency anal yzed
each of the requirenents of the final rule and determ ned t hat
all of them are necessary to ensure that m sbranded, adulterated,
or expired pharmaceuticals are not distributed to consunmers. 1In
addition, the license verification requirement was added in
response to comrent. The agency determ ned that this requirenent
was i nportant to neet the objectives of PDVA, and that the per-
conpany costs associated with it are expected to decline with new
verification nethodology. To add flexibility, the final rule
permts the electronic transm ssion and storage of all paperwork
and forns.



6. Consequences |If Information Collected Less Frequently

Congress intended that PDVA w Il protect the public against the
threat of subpotent, adulterated, counterfeit, and m sbranded
drugs posed by the existence of drug diversion schenmes and a drug
di versi on submarket, and the absence of appropriate controls over
and creation and mai ntenance of appropriate records regarding the
di stribution of prescription drugs. Accordingly, the scope and
frequency of the requirenments is inportant to establish
procedures and requirenents pertaining to the reinportation and
whol esal e distribution of prescription drugs; the sale, purchase,
or trade of prescription drugs by hospitals, health care
entities, and charitable institutions; and the distribution of
prescription drug sanpl es.

7. Consistency with the Guidelines in 5 CFR 1320.6

There are no inconsistencies with this provision.

8. Consultation Qutside the Agency

In the Federal Register of Septenber 13, 1988, FDA published
proposed State |licensing guidelines to inplenent that part of the
new | aw. FDA received approxi mately 50 conments on the proposal

In the Federal Register of Septenber 14, 1990, after considering
all the comrents received on the proposed rule, FDA published
revised State |licensing guidelines as a final rule.

On August 1 and Novenber 3, 1988, and January 26, 1990, FDA
issued letters to the regulated industry and ot her interested
persons providing information and gui dance on PDVA. The letters
request ed suggestions fromthe public regarding the drafting of
regul ations. Suggestions fromthe public were nade part of a
public docket. The agency received requests for the issuance of
further guidance to provide specific information in certain areas
and to answer particul ar questions.

In the Federal Register of March 14, 1994 (59 FR 11842), FDA

i ssued a proposed rule to set forth agency policies and

requi renents for those sections of the PDVA not related to State
i censing of whol esale distributors. The proposal contained



provi sions on prescription drug reinportation, whol esal e

di stribution of prescription drugs by unauthorized distributors,
the resal e of prescription drugs by hospitals, health care
entities, and charitable institutions, and distribution of
prescription drug sanples. The proposal called for the

subm ssion of conments by May 30, 1994 but, at the request of
certain individuals, the conment period was extended by notice in
t he Federal Register to August 15, 1994.

FDA received 56 comrents on the proposed rule from prescription
drug manufacturers, industry organi zations, professional

associ ations and organi zati ons, |aw enforcenent agencies, and
others. Al though nost of the comrents addressed only specific
provi sions of the rule, a few cormented generally on the proposed
rule, and those conments were m xed. For exanple, one conment
stated that it "supports the controls on prescription drug
sanpl es sought through the passage of the PDVA and feels that, in
general, the proposed rule is a positive step in conbating the
mar ket in diverted prescription drugs and ensuring consumners that

drug products continue to remain safe and effective.” Another
comment, however, stated that "finalization of the proposed rule
wi |l create unnecessary additional adm nistrative burdens for

conpani es and their sales representatives"” and "would not inprove
significantly the industry's ability to track sanple distribution
and reduce the possibility of diversion of sanples.™

A | arge nunmber of comrents addressed the provisions of the
proposed rule relating to sanple distribution. |In fact, comments
were received on alnost all of the sections of the proposed rule
dealing with sanple distribution. Mst of these comments were
critical of the manner in which the agency proposed to inplenent
the sanple distribution requirenents contained in PDVA. In
addition to conments on sanple distribution, conments were

recei ved on sections of the proposed rule relating to
reinportation of prescription drugs, resales of prescription
drugs purchased by health care entities, recordkeepi ng and

i nvestigation requirenents, and whol esal e di stri buti on.

Al t hough the proposed rule provided a 60-day comment period under
t he Paperwork Reduction Act of 1980, and this final rule responds
to the cooments received, FDA is providing an additional
opportunity for public comment under the Paperwork Reduction Act
of 1995, which becane effective after the expiration of the
comment period and applies to this final rule.

9. Renuneration of Respondents




FDA has not provided and has no intention to provide any paynent
or gift to respondents under these requirenents.

10.

Assurance of Confidentiality

Confidentiality of the information submtted under these
requi renents is protected under 21 CFR part 20.

use or disclosure of trade secrets is specifically prohibited
under Section 310(j) of the Act.

11.

Questions of a Sensitive Nature

There are no questions of a sensitive nature.

The unaut hori zed

12. Estimates of Annualized Hour Burden
Esti mat ed Annual Reporting Burden
21 CFR Section Number of Number of Total Annual Hours per Tot al
Respondent s Responses per Responses Response Hours
Dacpnndant
203.11 12 1 12 .5 6
203.30(a)(1); 61, 961 12 743, 532 .06 44,612
(b)
203.30(a)(3) & 61, 961 12 743, 532 .06 44,612
(a)(4); (c)
203.31(a)(1); 232, 355 135 31, 367, 925 .04 1, 254,717
(b)
203.31(a)(3) & 232, 355 135 31, 367, 925 .03 941, 038
(a)(4); (c)
203.37(a) 25 1 25 .00 150
203. 37(b) 200 1 200 .00 1, 200
203.37(c) 50 1 50 .00 50
203. 37(d) 2,208 1 2,208 .08 177
203. 38(a) 2,208 1 2,208 .00 6, 624
203.39(9) 3,221 1 3,221 .00 6,442
203.50(a) 125 100 12,500 .08 1, 000
Total Reporting Burden Hours: 2,300, 628

Esti mat ed Annual

Recor dkeepi ng Burden
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21 CFR Section Number of Number of Total Annual Hours per Tot al
Respondent s Responses per Responses Response Hours
Respondent
203.23(a); (b) 31,676 5 158, 380 .25 39, 595
203. 23(c) 31,676 5 158, 380 .08 12,670
203.30(a)(2); 2,208 100 220, 800 .50 110, 400
203.31(a)(2)
203.31(d) (1) & 2,208 1 2,208 40.00 88, 320
(d)(2)
203.31(d) (4) 442 1 442 24.00 10, 608
203. 31(e) 2,208 1 2,208 1.00 2,208
203. 34 2,208 1 2,208 40. 00 88, 320
203. 37(a) 25 1 25 18. 00 450
203. 37(b) 200 1 200 18. 00 3,600
203. 38(b) 2,208 14,543 32,111, 457 .02 642,229
203.39(d) 65 1 65 1.00 65
203.39(e) 3,221 1 3,221 .50 1,610
203. 39(f) 3,221 1 3,221 8. 00 25,768
203.39(9) 3,221 1 3,221 8. 00 25,768
203.50(a) 125 100 12,500 .17 2,125
203.50(b) 125 100 12,500 .50 6, 250
203.50(d) 691 1 691 2.00 1,382
Total Recordkeepi ng Burden Hours: 1, 061, 368
Note: There are no operating and mai ntenance costs or capital costs

associated with this collection of

13.

i nf ormati on.

Esti mat es of Annualized Cost Burden to Respondents

FDA' s Econom cs Staff estimates an average industry wage rate of

$50. 00 per hour for preparing and submitting the information

coll ection requirenents under 21 CFR 203.
average of the foll owi ng wage rates (based on the percentage of

time required for each type of enpl oyee):
m ddl e managenent at $35. 00 per hour;
assi stance at $23. 00 per hour.
rate of $50.00 per hour,

$70. 00 pe
clerical

r hour;

This figure is an

Upper

and

hour

burden esti mated above (2,300,628 + 1,061, 368 = 3, 361, 996),

t ot al
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cost burden to respondents is $168, 099, 800.

managenent at

Usi ng the averaged wage
and nultiplied tines the total

t he




14. Esti mates of Annualized Cost Burden to the Gover nnent

FDA estimates 10 FTE's wll be required to review reports and to
i nspect records resulting fromthe regulation. |f each FTE costs
$100, 000, the total cost to the Federal Government will be

$1, 000, 000.

15. Changes in Burden

This is a final rule and the information collection wll be
effective according to the inplenentation plan in the final rule.

16. Tinme Schedul e, Publication and Anal ysis Pl ans
FDA does not intend to publish tabulated results of these
i nformation collection requirenents.

17. Exenption for D splay of Expiration Date
There are no forns associated with this informati on coll ecti on.

18. Exceptionsto “ Certification for Paperwork Reduction Act Submissions”’

There are no exceptions to the “ Certification for Paperwork Reduction Act Submissions’ of form
OMB 83I.
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